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[x] Normal 


[x] Normal 


[x] Normal 


[x] Normal 


[x] Normal 
[x] Normal 
[x] Normal 


[x] Normal 


[x] Normal 
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Visit: Visit 1 
Other Body 

Reason not Date Time Measurement measurement Temperature 
done site site, specify: (°C) 

[09/09/2020 | 09:05 Oral | 37 

09-Sep-2020 

[09/09/2020 | —‘|10:58 Oral | 36,5 

09-Sep-2020 

[09/09/2020 | 12:55 Oral | 36,6 

09-Sep-2020 

[09/09/2020 | [15:50 Oral | 36,8 

09-Sep-2020 
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Form: Body Temperature (2.1) 


Clinical 
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Subject meets all inclusion 
criteria and does not 
meet any exclusion criteria? 


Date |09/09/2020 


09-Sep-2020 
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In-/Exclusion criteria: 


Inclusion Criteria: 
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[ ] 
Not Reason not 
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Oo Overall health judgement - []No [x] Yes 

co) subject healthy? 

= 

oO linical 

Ql Row Tools System/Organ Normal/Abnormal/ND Abnormalities/Symptoms Saniicsiee 
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= 4 ea 
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LL 

3 5 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
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(9) 

sa 

s 7 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

i 8 [] Normal []Abnormal []ND {| []NCS [] CS 

(op) 

2 9 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

S 10 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

= 11 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
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{) Mid 

[ ] Moderate 

[ ] Severe 

{ ] Potentially ife threaten ng 


[x] None 
C]Mid 

[ ] Moderate 

[ ] Severe 

[ ] Potentially ife threatenng 


[x] None 
{] Mid 

[ ] Moderate 

[ ] Severe 

{] Potentially ife threaten ng 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at " 


Intensity of Headache 
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C) mila 

[] Moderate 

[1] Severe 

[] Potentia ly ife threaten ng 


[x] None 
(] Mild 

[] Moderate 

[] Severe 

[1 Potentia ly ife threaten ng 


[x] None 
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[] Severe 

[ ] Potentia ly Ife threatening 


[x] None 
[) Mid 

[ ] Moderate 

[] Severe 

[] Potentialy Ife threatening 


New or worsened jont pain 


[x] None 
(] Mild 

[ ] Moderate 

[] Se ere 

[ ] Potentially Ife threatening 


[x] None 

(] Mild 

[ ] Moderate 

[] Se ere 

[] Potentially Ife threatening 


[x] None 
(] Mild 

[ ] Moderate 

[] Se ere 

[ ] Potentially Ife threatening 


Site: CRS Berlin 
Visit: Visit 1 


Intensity of Nausea 


[x] None 
tM 

[] Moderate 

[] Severe 

[J Potentially ife threatenng 


[x] None 
timid 

[] Moderate 

[] Severe 

[ J Potentially ife threatenng 


[x] None 
timid 

[] Moderate 

[] Severe 

[ J Potentially ife threatenng 


Intensity of Vomit ng 


[x] None 
[) mild 

[ ] Moderate 

[ ] Severe 

[1 Potentialy ife threatenng 


[x] None 
(] Mild 

[ ] Moderate 

[ ] Severe 

[] Potentialy ife threaten ng 


[x] None 
(] Mid 

[ ] Moderate 

[ ] Severe 

[] Potentialy ife threaten ng 


BioNTech BNT162-01 (CRS 049/20) 


Intens ty of Diarrhea 


[x] None 
(] Mild 

( ] Moderate 

(] Severe 

[] Potentia ly Ife threatening 


[x] None 
(] Mid 

[ ] Moderate 

{ ] Severe 

(] Potentia ly Ife threatening 


[x] None 
[] Mid 

[ ] Moderate 

[ ] Severe 

[] Potentia ly Ife threatening 


Intens ty of Chills 


[x] None 
[Mid 

[] Moderate 

[1 Se ere 

[ ] Potentially Ife threatening 


[x] None 
CL] mil 

[1 Moderate 

[1 Se ere 

[1 Potentially Ife threatening 


[x] None 
C1 mil 

[1 Moderate 

[1 Se ere 

[1 Potentially Ife threatening 


Intensity of Loss of appetite 


[x] None 
[] Mid 

[ ] Moderate 

{ ] Severe 

(] Potentially life threatening 


[x] None 

(] Mid 

[ ] Moderate 

[] Severe 

[] Potentially life threatening 


[x] None 

(] Md 

[ ] Moderate 

[] Severe 

[] Potentially life threatening 


Group: Part A 


Form: Systemic Events Assessment 


Intensity of Malaise 


[x] None 
(Mid 

[] Moderate 

[] Severe 

[ J Potentially ife threatenng 


[x] None 
timid 

[] Moderate 

[] Severe 

[ | Potentially ife threatenng 


[x] None 
timid 

[] Moderate 

[] Severe 

[ J Potentially ife threatenng 


FDA-CBER-2021-5683-0057750 


Fatigue/ redness 


[x] None 
[] mila 

[ ] Moderate 

[ ] Severe 

[] Potentialy ife threatenng 


[x] None 
(] Mild 

[ ] Moderate 

[ ] Severe 

[] Potentialy ife threatennng 


[x] None 
[] Mild 

[ ] Moderate 

[ ] Severe 

[ ] Potentialy ife threatenng 
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C] 


Row Tools Not Reason not 








done done Date Time 
1] 09/09/2020] {os 50 


09-Sep-2020 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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Methamphetamines 


[x] Negative 
[ ] Positive 


Opiates 


[x] Negative 
[ ] Positive 


Cocaine 


[x] Negative 
[ ] Positive 


Site: CRS Berlin 
Visit: Visit 1 


Cannabinoids Phencyclidine Benzodiazepines 


[x] Negative 
[ ] Positive 


[x] Negative 
[ ] Positive 


[x] Negative 
[ ] Positive 


BioNTech BNT162-01 (CRS 049/20) 


Barbiturates 


[x] Negative 
[ ] Positive 


Methadone 


[x] Negative 
[ ] Positive 


Tricyclic 

antidepressants 
[x] Negative 
[ ] Positive 


Group: Part A 
Form: Urine Drug Screen (2.0) 


Amphetamines 


[x] Negative 
[ ] Positive 


FDA-CBER-2021-5683-0057751 


Subject Identifier: 276-02-0242 Site: CRS Berlin Group: Part A 
Visit: Visit 1 Form: Urine Pregnancy Test (2.0) 


[ ] 


Not Reason not 
done done 


0 a 1 Neaative 


] Positive 


Row Tools NA Date Time Result 
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Subject Identifier: 276-02-0242 Site: CRS Berlin Group: Part A 
Visit: Visit 1 Form: Urine Sampling for Urinalysis (2.0) 


[ ] 


Not Reason not 
done done 


1 C1] (| J} {09/09/2020 08:50 


09-Sep-2020 


Row Tools Date Time 
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Visit: Visit 1 Form: Vital Signs incl. VSTPT (2.0) 
rae . f race a Respiratory a 
Not . Systolic Blood Clinical Diastolic Blood Clinical Clinical Clinical 
Row Tools penceuled done foam not Date Time Heese oa side Pressure Significance Pressure Significance ruse nate Significance Rate Significance 
ime lone ( ) (mmHg) (mmHg) (beats/min) ‘casuigisy 
1 [Predose | [] (09/09/2020 09 06 [x] Right [] Left [q49 []Ncs []cs | []NcsS []cS fez []NcS []cS oi []NcS []cs 
09-Sep-2020 
2 [thour | hour [] (09/09/2020 10 57 [x] Right [] Left [yap [x] NCS [] CS [7 []Ncs []cs | []Ncs []csS fis []Ncs [] cS 
09-Sep-2020 
3 [Bhours | hours [1 (09/09/2020 12 57 [x] Right [] Left [yao []Ncs []cs | []Ncs []cs | []Ncs []csS fis []Ncs []csS 
09-Sep-2020 
4 [Ehours | hours [] (09/09/2020 15 53 [x] Right [] Left [437 []Ncs []cs jos []Ncs []cs joo []Ncs []cS fio []Ncs [] cs 
= 09-Sep-2020 
oO Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
oO 
—_ 
oO 
oO 
— 
N 
oOo 
= 
i”) 
we 
t 
oO 
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Subject Identifier: 276-02-0242 Site: CRS Berlin Group: Part A 
Visit: Visit 2 Form: Blood Samples for Safety Lab (2.0) 


[ ] 
Blood samples for safety lab includes Serology, SARS-CoV-2 antibodies and FSH (only women if not WOCBP) at Visit 0 


Not Reason not 
done done 


~ <yl [1] s*[10/09/2020 09:00 []No [x] Yes 


10-Sep-2020 


Row Tools Date Time Fasting? 
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Not 


Reason not 
Row Tools done 


done 


0) 
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2020-11-26 19:22 (W. Europe Standard Time) 


Date 


10/09/2020 


Site: CRS Berlin 


Visit: Visit 2 
Other 
: Measurement measurement 
Time : ; : 
site site, specify: 


08:55 Oral Ss 





10-Sep-2020 


BioNTech BNT162-01 (CRS 049/20) 


Body 
Temperature 
(°C) 


Group: Part A 
Form: Body Temperature (2.1) 


Clinical 
Significance 


[J] NCS []CS 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
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Subject Identifier: 276-02-0242 Site: CRS Berlin Group: Part A 














Visit: Visit 2 Form: Local Tolerability at Injection Site (2.1) 
[] 
R T bit Reason not Dat tT Int ty of P Int ty of Tend Intens ty of Intens ty of 
ow Toosdone gone ate me ntens ty of Pan ntens ty of Tenderness Erythema/Redness Indurat on/Swe ng 
[] 0/09/2020 08:59 [ ] None [ ] None [x] None [x] None 
0 Sep 2020 [x] Md []Md []1Md []Md 

[ ] Moderate [x] Moderate [ ] Moderate [ ] Moderate 
[ ] Severe [ ] Severe [ ] Severe [ ] Severe 


[ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng 
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Site: CRS Berlin 
Visit: Visit 2 


Group: Part A 
Form: Physical Examination (2.1) 


Subject Identifier: 276-02-0242 


Not done 


Reason not done 
Date /10/09/2020 


10-Sep-2020 












































= Time 09:03 

Oo Overall health judgement - []No [x] Yes 

co) subject healthy? 

= 

oO linical 

Ql Row Tools System/Organ Normal/Abnormal/ND Abnormalities/Symptoms Saniicsiee 

2 1 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

r 2 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

c 3 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

O 

= 4 ea 

. [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

LL 

3 5 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

iL 6 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

(9) 

sa 

s 7 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

i 8 [] Normal []Abnormal []ND {| []NCS [] CS 

(op) 

2 9 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

S 10 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

= 11 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
12 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
13 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
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Subject Identifier: 276-02-0242 Site: CRS Berlin Group: Part A 
Visit: Visit 2 Form: Physical Examination (2.1) 


14 Lis [] Normal [ ] Abnormal [ ] ND a) [J] NCS [] cS 
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Subject Identifier: 276-02-0242 


Not 


Reason not Fever New or worsened muscle pain 
Row cols done fone 


Date ime Intensity of Headache 


[] Mid (]Mid (] Mild 
O'Sepi2020 [] Moderate [x] Moderate ( ] Moderate 

[] Severe [ ] Severe [] Severe 

[] Potentially life threatening [] Potentially ife threatenng [ ] Potentia ly ife threatenng 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


10 (GMT) 


04-Jan-2021 03: 


090177e195ec824a\Final\Final On 


2020-11-26 19:23 (W. Europe Standard Time) 


New or worsened jont pain 


[x] None 
[] Mid 

[ ] Moderate 

[] Severe 

[ ] Potentialy Ife threatening 


Site: CRS Berlin 
Visit: Visit 2 


Intens ty of Nausea Intensity of Vom tng 
[x] None [x] None 
(Mild en) 
{ ] Moderate [] Moderate 
(] Se ere [] Severe 
[] Potentially Ife threatening _[ ] Potentially ife threatenng 


Intensity of Diarrhea 


[x] None 
[] Mile 

[] Moderate 

[] Severe 

[ ] Potentialy ife threaten ng 


BioNTech BNT162-01 (CRS 049/20) 


Intens ty of Chils 


[x] None 
(] Mild 

[ ] Moderate 

{ ] Severe 

[ ] Potentia ly Ife threatening 


Intens ty of Loss of appette 


[x] None 
[1 Mid 

[] Moderate 

[1 se ere 

[ ] Potentially Ife threatening 


Group: Part A 
Form: Systemic Events Assessment 


Intensity of Malaise Fatigue/ iredness 
[x] None [x] None 
{]Mid en) 
{ ] Moderate [] Moderate 
[ ] Severe [] Severe 
{] Potentially life threatening _[ ] Potentially ife threatenng 


FDA-CBER-2021-5683-0057760 


40 


Subject Identifier: 276-02-0242 Site: CRS Berlin Group: Part A 
Visit: Visit 2 Form: Urine Sampling for Urinalysis (2.0) 


[ ] 


Not Reason not 
done done 


1 (1 [2 {10/09/2020 07:30 


10-Sep-2020 


Row Tools Date Time 
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Visit: Visit 2 Form: Vital Signs incl. VSTPT (2.0) 
Sysoc Dasoc Resp aoy 
Row seas e Reas? 2 Dae e Measure ie.” sede Bood 7 1e ce B00 é em ce Uiseshe:e : ro ce Rae 7 ie ce 
doe (A) essue 9 essue 9 (bea s/ ) 9 9 
(Hg) (Hg) (bea s/_ ) 
1 [] 10/09/202 09:56 [x]Rg  []Lef [NCS [1cs [1NcS []1cs []NcS []cS [] NCS []cs 
0 
10 Sep 2020 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
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Subject Identifier: 276-02-0242 Site: CRS Berlin Group: Part A 
Visit: Phone Call at 48h (24h for cohort 11-13) Form: Phone Call (2.0) 


Only cohort 1-10: Phone call only valid for the first 6 subjects per cohort. For the last 6 subjects please tick NA. 


Outcome of 











the call (e.g. 
Row Tools NA aaa pags ne Date Time No findings or 
new AEs/CMs 
reported) 
1 —] fC] 11/09/2020 08:41 Findings/CM 
11-Sep-2020 STSpelted 


Please document any additional information / changes in the appropriate forms! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 


090177e195ec824a\Final\Final On: 04-Jan-2021 03:10 (GMT) 
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2020-11-26 19:23 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0242 Site: CRS Berlin Group: Part A 
Visit: Visit 3 Form: Blood Samples for Immunogenicity (2.1) 


[ ] 


Not Reason not 
done done 


1 (1) [| [15/09/2020 09:12 


15-Sep-2020 


Row Tools Date Time 
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Subject Identifier: 276-02-0242 Site: CRS Berlin Group: Part A 
Visit: Visit 3 Form: Blood Samples for Safety Lab (2.0) 


[ ] 
Blood samples for safety lab includes Serology, SARS-CoV-2 antibodies and FSH (only women if not WOCBP) at Visit 0 


Not Reason not 
done done 


~ <yl a) ~si[t 5709/2020 09:12 []No [x] Yes 


15-Sep-2020 


Row Tools Date Time Fasting? 
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Subject Identifier: 276-02-0242 


Not 


Reason not 
Row Tools done 


done 


0) 
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2020-11-26 19:23 (W. Europe Standard Time) 


Date 


15/09/2020 


Site: CRS Berlin 


Visit: Visit 3 
Other 
: Measurement measurement 
Time : ; : 
site site, specify: 


08:57 Oral Ss 





15-Sep-2020 


BioNTech BNT162-01 (CRS 049/20) 


Body 
Temperature 
(°C) 


Group: Part A 
Form: Body Temperature (2.1) 


Clinical 
Significance 


[J] NCS []CS 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
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Subject Identifier: 276-02-0242 Site: CRS Berlin Group: Part A 














Visit: Visit 3 Form: Local Tolerability at Injection Site (2.1) 
[] 
R T bit Reason not Dat T Int ty of P Int ty of Tend Intens ty of Intens ty of 
ow Toosdone gone ate me ntens ty of Pan ntens ty of Tenderness Erythema/Redness Indurat on/Swe ng 
[] 5/09/2020 09:08 [x] None [x] None [x] None [x] None 
5 Sep 2020 [1Md [1Md []Md [1Md 

[ ] Moderate [ ] Moderate [ ] Moderate [ ] Moderate 
[ ] Severe [ ] Severe [ ] Severe [ ] Severe 


[ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng 
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Site: CRS Berlin 
Visit: Visit 3 


Group: Part A 
Form: Physical Examination (2.1) 


Subject Identifier: 276-02-0242 


Not done 


Reason not done 
Date /15/09/2020 


15-Sep-2020 












































= Time |09:10 

Oo Overall health judgement - []No [x] Yes 

co) subject healthy? 

= 

oO linical 

Ql Row Tools System/Organ Normal/Abnormal/ND Abnormalities/Symptoms Saniicsiee 

2 1 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

r 2 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

c 3 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

O 

= 4 ea 

. [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

LL 

3 5 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

iL 6 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

(9) 

sa 

s 7 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

i 8 [] Normal []Abnormal []ND {| []NCS [] CS 

(op) 

2 9 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

S 10 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

= 11 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
12 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
13 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
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Subject Identifier: 276-02-0242 Site: CRS Berlin Group: Part A 
Visit: Visit 3 Form: Physical Examination (2.1) 


14 Lis [] Normal [ ] Abnormal [ ] ND at) [J] NCS [] cS 
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Subject Identifier: 276-02-0242 


Not 


Reason not Fever New or worsened muscle pain 
Row cols done fone 


Date ime Intensity of Headache 


[] Mid (]Mid (] Mild 
S’Sep.2020 [] Moderate [] Moderate ( ] Moderate 

[] Severe [ ] Severe [] Severe 

[] Potentially life threatening [] Potentially ife threatenng [ ] Potentia ly ife threatenng 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


10 (GMT) 


04-Jan-2021 03: 


090177e195ec824a\Final\Final On 


2020-11-26 19:23 (W. Europe Standard Time) 


New or worsened jont pain 


[x] None 
[] Mid 

[ ] Moderate 

[] Severe 

[ ] Potentialy Ife threatening 


Site: CRS Berlin 
Visit: Visit 3 


Intens ty of Nausea Intensity of Vom tng 
[x] None [x] None 
(Mild en) 
{ ] Moderate [] Moderate 
(] Se ere [] Severe 
[] Potentially Ife threatening _[ ] Potentially ife threatenng 


Intensity of Diarrhea 


[x] None 
[] Mile 

[] Moderate 

[] Severe 

[ ] Potentialy ife threaten ng 


BioNTech BNT162-01 (CRS 049/20) 


Intens ty of Chils 


[x] None 
(] Mild 

[ ] Moderate 

{ ] Severe 

[ ] Potentia ly Ife threatening 


Intens ty of Loss of appette 


[x] None 
[1 Mid 

[] Moderate 

[1 se ere 

[ ] Potentially Ife threatening 


Group: Part A 
Form: Systemic Events Assessment 


Intensity of Malaise Fatigue/ iredness 
[x] None [x] None 
{]Mid en) 
{ ] Moderate [] Moderate 
[ ] Severe [] Severe 
{] Potentially life threatening _[ ] Potentially ife threatenng 


FDA-CBER-2021-5683-0057770 


50 


Subject Identifier: 276-02-0242 Site: CRS Berlin Group: Part A 
Visit: Visit 3 Form: Urine Sampling for Urinalysis (2.0) 


[ ] 


Not Reason not 
done done 


1 C] [ [15/09/2020 08:52 


15-Sep-2020 


Row Tools Date Time 
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Visit: Visit 3 Form: Vital Signs incl. VSTPT (2.0) 
Sysoc Dasoc Resp aoy 
Row seas e Reas? 2 Dae e Measure ie.” sede Bood 7 = ce Bood . i ce Use Rene 5 re ce Ree : ce ce 
doe (A) essue 9 essue 9 (bea s/ ) 9 9 
(Hg) (Hg) (bea s/ ) 
1 [] 15/09/202 09:06 [x]Rg  []Lef [x] NCS []¢S []NcS [1cs []Ncs []cs [1]Ncs []cs 
0 
15 Sep 2020 
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Subject Identifier: 276-02-0242 


Not done 


Reason not done 


Other, specify 
Date 

Time 

Medication Number 
Planned dose 
Other, specify 


Total Dose (Volume of 
Injection) 


Total Dose given? 


If No, rest volume 


Application site 


Administration according to 
protocol? 


If No, please specify 


Epi/Pandemic related 
adjustment 


Epi/Pandemic related 
interruption 


Cohort 11, 12, 13 only: 
Administration delay due to 
intercurrent illness? 


2020-11-26 19:23 (W. Europe Standard Time) 


[x] 


Adverse 
Event 


——— 
Ld 
a 
— 
Saas 





[]No [] Yes 


SSS 


Site: CRS Berlin 
Visit: Visit 4 


ug 


ug 


mL 


mL 


[ J right [] left upper arm 


[] No [] Yes 


— 


[]No [] Yes 


[] No [] Yes 


[] No [] Yes 


BioNTech BNT162-01 (CRS 049/20) 


Group: Part A 
Form: Administration (2.1) 


FDA-CBER-2021-5683-0057773 


Subject Identifier: 276-02-0242 Site: CRS Berlin Group: Part A 
Visit: Visit 4 Form: Administration (2.1) 


[ ] Adverse Event 
[ ] Medical History 
[ ] Other 


Adverse Event term | | 

sero. 
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left costal [|] Results in Death 8 Sep 2020 [ ] Severe (] Severe [ ] Drug interrupted [ ] Recovered/resol ed wth sequelae 
aoe [.] Requires or Prolongs Hosp talzation [ ] Potentialy Lfe hreatenng [] Drug wthdrawn [ ] Recoverng/resolving 
into left (IIs Life hreatening [ ] Not app icable (] Fatal 
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temperature under 37 
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Visit: Unrelated Forms Form: Diary - Local Reactions (2.1) 
Not 
Study Day Intens ty of Intens ty of 
Row Toos done Date Tme Intens ty of Pan Intens ty of Tenderness Erythema/Redness Indurat on/Swe ng 
[J [09/09/2020 22:00 None [x] None [x] None x] None 
09 Sep 2020 x] Md [1Md []1Md Md 
Moderate [ ] Moderate [ ] Moderate Moderate 
Severe [ ] Severe [ ] Severe Severe 
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Moderat [ ] Moderat [ ] Moderat Moderat 
= Severe [ ] Severe [ ] Severe Severe 
oO Potenta y fe threaten ng [ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng Potenta y fe threaten ng 
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oe 5 Sep 2020 Md []Md []1Md Md 
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— 
® 
NR 
—R 
— 
(jo) 
(op) 
(jo) 


FDA-CBER-2021-5683-0057812 
2020-11-26 19:24 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0242 
































Not Body 
Row ools SHY Day done Date ime emperature 
(a) 
a 09/09/2020 22:00 369 
09 Sep 2020 
2 a 
2 0/09/2020 2 :20 379 
0 Sep 2020 
3 a —— 
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= F 7 — 
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[] Moderate 
[1] Severe 
[.] Potentia ly 


[x] None 
[] Mi 

[] Moderate 
[] Severe 

[ J Potentia ly 


[x] None 
(1 mila 

[1 Moderate 
[1] Severe 
[J Potentia ly 


[x] None 
(1 mila 

[1 Moderate 
[] Severe 
[1 Potentia ly 


[x] None 
(1 mil 

[1 Moderate 
[] Severe 
[1 Potentia ly 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


Intens ty of | rthralgia 


[x] None 
[] Mid 

[] Moderate 

(] Severe 

[] Potentia ly Ife threatening 


[x] None 
(] Mild 

[.] Moderate 

(] Severe 

[1 Potentia ly Ife threatening 


[x] None 
(] Mild 

[.] Moderate 

{] Severe 

[1 Potentia ly Ife threatening 


[x] None 
(] Mild 

{.] Moderate 

(] Severe 

[] Potentialy Ife threatening 


[x] None 
(] Mild 

{] Moderate 

(] Severe 

[] Potentia ly Ife threatening 


[x] None 
(] Mild 

[.] Moderate 

[] Severe 

[1 Potentia ly Ife threatening 


[x] None 
(] Mild 

[.] Moderate 

[] Severe 

[] Potentialy Ife threatening 


Intens ty of Nausea 


[x] None 

(] Mild 

[ ] Moderate 

(] Se ere 

[ ] Potentially Ife threatening 


[x] None 
(1 Mila 

[ ] Moderate 

[] Se ere 

[ ] Potentially Ife threatening 


[x] None 

(1 Mila 

[ ] Moderate 

[] Se ere 

[ ] Potentially Ife threatening 


[x] None 

[] Mid 

[ ] Moderate 

[] Se ere 

[ ] Potentially Ife threatening 


[x] None 
(] Mild 

[ ] Moderate 

[] Se ere 

[ ] Potentially Ife threatening 
[x] None 

(] Mid 

[ ] Moderate 

[] Se ere 

[ ] Potentially Ife threatening 


[x] None 
{] Mild 

[ ] Moderate 

[] Se ere 

[ ] Potentially Ife threatening 


Site: CRS Berlin 
Visit: Unrelated Forms 


Intensity of Vom tng 


[x] None 
(imi 

[] Moderate 
(] Severe 
[1 Potentially 


[x] None 
(imi 

[] Moderate 
[)] Severe 
[.] Potentially 


[x] None 
(imi 

[.] Moderate 
[] Severe 
[1 Potentially 


[x] None 
(Mie 

[J Moderate 
[] Severe 
[] Potentially 


[x] None 
(Mie 

[] Moderate 
[] Severe 

[ ] Potentially 


[x] None 
(Mie 

[] Moderate 
[] Severe 
[] Potentially 


[x] None 
(Mie 

[] Moderate 
[Severe 

[ ] Potentially 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


ife threatenng 


Intensity of Diarrhea 


[x] None 
(1 Mil 

[] Moderate 
[Severe 

[ ] Potentia ly 


[x] None 

(] Mild 

[ ] Moderate 
[] Severe 
[J Potentia ty 


[x] None 
(1) Mia 

{ ] Moderate 
{ ] Severe 

[ ] Potentia ly 


[x] None 
(1) Mil 

[] Moderate 
[] Severe 

[ ] Potentia ly 


[x] None 
(1 Mia 

[] Moderate 
[] Severe 

[ ] Potentia ly 


[x] None 
(] Mid 

[ ] Moderate 
[ ] Severe 

{ ] Potentia ly 


[x] None 

) Mild 

[] Moderate 
[ ] Severe 

[ ] Potentia ly 


fe threatenng 


fe threatenng 


fe threatenng 


fe threatenng 


fe threatenng 


fe threatenng 


fe threatenng 


BioNTech BNT162-01 (CRS 049/20) 


Intens ty of Chils 


[x] None 
[] Mid 

[ ] Moderate 

[] Severe 

[ ] Potentia ly Ife threatening 


[] None 
[x] Mid 

(] Moderate 

[] Severe 

[ ] Potentia ly Ife threatening 


[x] None 
(] Mid 

( ] Moderate 

(] Severe 

[] Potentia ly Ife threatening 


[x] None 
(] Mild 

[ ] Moderate 

[] Severe 

(] Potentia ly Ife threatening 


[x] None 
[] Mid 

[ ] Moderate 

[] Severe 

[ ] Potentia ly Ife threatening 


[x] None 
(] Mild 

( ] Moderate 

(] Severe 

[] Potentia ly Ife threatening 


[x] None 
(] Mid 

( ] Moderate 

(] Severe 

[] Potentia ly Ife threatening 


Intens ty of Loss of appet te 


[x] None 
(] Mild 

[] Moderate 

(] Se ere 

[ ] Potentially Ife threatening 


[x] None 
(] Mild 

[.] Moderate 

[] Se ere 

[ ] Potentially Ife threatening 


[x] None 
(] Mild 

[.] Moderate 

[] Se ere 

[ ] Potentially Ife threatening 


[x] None 
(] Mild 

{] Moderate 

(] Se ere 

[1 Potentially Ife threatening 


[x] None 
(] Mild 

[] Moderate 

(] Se ere 

[1 Potentially Ife threatening 


[x] None 
(] Mild 

[.] Moderate 

[] Se ere 

[1 Potentially Ife threatening 


[x] None 
(] Mild 

[.] Moderate 

[] Se ere 

[1 Potentially Ife threatening 


Intensity of Malaise 


[x] None 

(Mid 

[ ] Moderate 

[ ] Severe 

[ ] Potentially life threatening 


[x] None 
(Mid 

[ ] Moderate 

[] Severe 

[ ] Potentially life threatening 


[x] None 
(] Mid 

[ ] Moderate 

[ ] Severe 

[ ] Potentially life threatening 


[x] None 

[]Mid 

[ ] Moderate 

[] Severe 

[ ] Potentially life threatening 


[x] None 
(Mid 

[] Moderate 

[] Severe 

[ ] Potentially life threatening 


[x] None 
(Mid 

[ ] Moderate 

[] Severe 

[ ] Potentially life threatening 


[x] None 
{] Mid 

[ ] Moderate 

[ ] Severe 

[ ] Potentially life threatening 


Group: Part A 


Form: Diary - Systemic Reactions (2.1) 


Intensity of Fatigue 


[x] None 
(imi 

[] Moderate 

[1] Severe 

[1 Potentially ife threaten ng 


[x] None 
(imi 

[] Moderate 

[1] Severe 

[.] Potentially ife threaten ng 


[x] None 

(imi 

[.] Moderate 

[] Severe 

[.] Potentially ife threaten ng 


[x] None 
(Mie 

[| Moderate 

[] Severe 

[] Potentially ife threatenng 


[x] None 
(Mie 

[] Moderate 

[] Severe 

[] Potentially ife threaten ng 


[J None 
[) Mid 

[] Moderate 

[] Severe 

[| Potentially ife threatenng 


[x] None 
(Mie 

[] Moderate 

[] Severe 

[] Potentially ife threatenng 
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Any Medical History? 


Row Tools Abnormality/Disease 


: 
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Site: CRS Berlin 
Visit: Unrelated Forms 


[]No [x] Yes * 


Start Date End Date Ongoing 


UN/UN/200 UN/UN/200 [x] No [] Yes 
4 4 


UN-UNK-2004 UN-UNK-2004 
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Group: Part A 
Form: Medical History (2.0) 


FDA-CBER-2021-5683-0057814 


Subject Identifier: 276-02-0242 


Vaccination 


Planned 
observation 
period 


24 hours 





Row Tools \yicit 
1 Visit 1 
2 |visit 4 











6 hours 
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2020-11-26 19:24 (W. Europe Standard Time) 


Other planned 
observation 
period (e.g. 8 
hours) 


S| 
ESS) 


Site: CRS Berlin 
Visit: Unrelated Forms 


Adherence to If No, actual 
planned observation 
observation period 
period? (hours) 


[1No Paves [ 
XI No [J Yes 


Please insert as many new rows as needed for the according visits! 
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Reason 


—) 


no 


immunizati 
on 





Group: Part A 
Form: Observation Period (2.0) 
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Visit: Unrelated Forms Form: Prior/Concomitant Medication/Therapy (2.0) 
Any prior/concomitant []No [x] es * 
medication/therapy? 
Start End othee 
Row Tools “edication/Therapy Taken prior to Start Date Start Time Time End Date End Time Time Ongoing Route Other route, Individual Unit Other unit, Frequency frequency, Indication AE Nos 
Study? unkn unkn specify dose specify aeeafy 
paracetamol [xINo- [1]: es 0/09/2020 2 45 a 0/09/2020 2 45 2) [x]No Ef] es [orat 500 mg ONCE headache, 
chills, 
0 Sep 2020 0 Sep 2020 ineraneaa 
temperature 
(see diary) 
paracetamol [x] No [] es 9/09/2020 20 5 a 9/09/2020 20 5 i) [x]No Ef] es [oRat 500 mg ONCE pain left 
costal arch 
9 Sep 2020 9 Sep 2020 ed 
shoulder 
3 [paracetamol xINo T] es [20/09/2020 03 00 ] 1 20/09/2020] [03 00 2) Dd No T] es forat 500 |] [ps ONCE left costal 
h and 
20 Sep 2020 20 Sep 2020 Er oulder 
4 [Novaigin (xINo T] es [2709/2020 02 5 ] 1 23/09/2020] — [08 30 a Dd No [1] es fora 500 |] [ps QD pain left 
tal arch 
2 Sep 2020 23 Sep 2020 Epil 
shoulder 





10 (GMT) 


04-Jan-2021 03: 


090177e195ec824a\Final\Final On 
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Visit: Unrelated Forms Form: Unrelated Clinical Events (2.0) 
[x] No []Yes * 
Any local/systemic reactions NOT 
RELATED to IMP 
Local/systemic 
Row Tools Sud Dey Date Time reaction 


—E ee 


Please insert as many new rows as needed. 
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Visit: Unscheduled Forms Form: Blood Samples for Safety Lab (2.0) 


[ ] 
Blood samples for safety lab includes Serology, SARS-CoV-2 antibodies and FSH (only women if not WOCBP) at Visit 0 





Row Tools Date Time Fasting? 
1 (02/10/2020 09:00 [] No [x] Yes 
02-Oct-2020 


All comments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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Visit: Unscheduled Forms Form: Informed Consent + Blood Sampling for Research 
Informed 
Consent for : 
Row Tools Blood sampling Visit Date Time ae a een ey . plead 
for research peng Bee 
purposes? 
1 [] No [x] Yes  lyvisit 6 21/10/2020| * 08:56 21/10/2020 09:10 
21-Oct-2020 21-Oct-2020 


Please insert as many new rows as needed. 
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Row Tools Date 


1 /45/09/2020 


Time 


08:49 





15-Sep-2020 


2 |28/10/2020 











08:59 





28-Oct-2020 
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Protocol 
Version 


8.0, 21 JUL 
2020 


9.0, 05 OCT 
2020 





i 


Please insert as many new rows as needed. 
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